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ION FROM LABEL:

% by wt.

38%, C14 32%) dimethylethylbenzyl ammonium
......................................................................... 3.00%

30%, C16 30%, C1; 5%, C1s 5%) dimethylbenzyl
shloride. ... 3.00%
HYQrogen PerOXide. ... . oottt e e 6.30%
.................................................................. 87.70%
................................................................................ 100.00%
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BACKGROUND

The product, Sterilex Ultra Disinfecting Cleaner Solution 1 (EPA Reg. No. 63761-
o), is an EPA approved, one-step disinfectant (bactericide, virucide,
Jngistat/mildewstat) for use on hard, non-porous surfaces in hospitals, homes, medical,
uental offices, nursing homes, healthcare facilities, ultrasonic baths, food processing
¢~cilities, meat and poultry plants, wineries, breweries, farm premises, hatcheries,
frigerated trucks, kennels, pet animal quarters, zoos, pet shops, animal laboratories,
sterinary facilities, and other commercial facilities. The proposed label states that the
, ‘oduct is effective in the presence of a 5% organic soil load in 400ppm AOAC hard
water. The applicant has requested to amend the registration of this product to add new
claims for effectiveness as a non-food contact sanitizer against Enterobacter aerogenes
(ATCC 13048). Efficacy studies were conducted at ATS Labs located at 1285 Corporate
Center Drive, Suite 110, Eagan, MN, 55121.

This data package contained a letter from the applicant to the Agency (dated,
ecember 4, 2012), EPA Form 8570-35 (Data Matrix), Application for Pesticide
. . mendment Form), Certification With Respect To Data (Form?), proposed product label,
transmittal document, and one study (MRID 49010901) with Statement of No Data
Confidentiality Claims.

USE DIRECTIONS

The product, Sterilex Ultra Disinfectant Cleaner is designed for disinfecting and
anitizing hard, non-porous surfaces. The proposed label indicates that the product may
~e used as a disinfectant on surfaces such as, floors, walls, countertops, stovetops,
sinks, appliances, refrigerators, non-porous cutting boards and chopping blocks, food
yocessing equipment and food processing equipment. The product is part of a two part
iystem that must be used in conjunction with Sterilex Ultra Activator Solution to support
he public health claims. The product is recommended for use on the following types of
wurfaces: metal, stainless steel, glazed porcelain, glazed ceramic, sealed stone, hard
iberglass, plastic (including polystyrene, and polypropylene), painted wood, Formica®,
and vinyl. Directions on the proposed label provide the following infor ation regarding
use of the product as a disinfectant:

Sterilex Ultra Disinfectant Cleaner Solution 1, when mixed with Sterilex Ultra
Activator Solution, is a one-step hospital-use disinfectant at 12.8 fl. oz. (each,
Solution 1 & Solution 2) per gallon of water (1:1:10)....in the presence of 400
ppm hard water plus 5% organic serum.

Directions on the proposed label state the following information regarding the use of the
product as a sanitizer:

Add 2 fl. oz. [59mL] of Sterilex Ultra Disinfectant Cleaner Solution and 2 fi.
0z.[59mL] of Sterilex Ultra Activator Solution to 1 gallon of water (or equivalent use
dilution) to sanitize hard, non-porous surfaces. Apply sanitizer use solution to pre-
cleaned, hard, non-porous surfaces with a cloth, mop, sponge, sprayer, foaming or by
immersion. For sprayer applications, use a coarse pump or trigger sprayer. Spray 6-9
inches from surface and rub with brush sponge or cloth.
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